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PREFACE 


Regulations  relating  to  the  Health  Insurance  for  the  Aged  program  are  published  in  the  Federal 
Register  and  Code  of  Federal  Regulations  under  Title  20 — Employees'  Benefits,  Chapter  III  — 
Social  Security  Administration,  Department  of  Health,  Education,  and  Welfare.   The  Code  of 
Federal  Regulations  and  the  Federal  Register  issues  may  be  purchased  from  the  Superintendent 
of  Documents,  Government  Printing  Office. 

This  Health  Insurance  Regulations  (HIR-13)  document  sets  forth  Subpart  M  of  the  Social  Security 
Administration's  Regulations  No.  5  (Federal  Health  Insurance  for  the  Aged --Part  405)  titled, 
Conditions  for  Coverage  of  Services  of  Independent  Laboratories.   Appropriate  provisions  of  the 
regulations  may  be  cited  or  shown  to  the  public  in  reply  to  questions  about  the  authority  for  taking 
a  particular  action  or  position  in  certain  matters. 
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SUBPART  M 

Conditions  for  Coverage  of  Services  of  Inde- 
pendent Laboratories 

NOTE:  §§  405.1301-405.1316  issued  under  sections 
1102,  1861  (s)  (10)  and  (11),  1864,  1871,  49  Stat. 
647,  as  amended,  79  Stat.  322,  79  Stat.  326,  79 
Stat.  331;  42  U.S.C.  1302,  1395  et  seq. 

405.1301  Conditions  for  Coverage  of  Serv- 
ices of  Independent  Laboratories;  General. 

(a)  Introduction.  The  Conditions  for  Coverage 
of  Services  of  Independent  Laboratories  and  related 
policies  set  forth  herein,  state  the  specific  require- 
ments that  must  be  met  by  an  independent  labora- 
tory in  order  for  its  services  to  qualify  for  reim- 
bursement under  the  supplementary  medical  insur- 
ance part  of  the  Health  Insurance  for  the  Aged  pro- 
gram. The  services  of  a  qualified  independent  lab- 
oratory for  which  reimbursement  may  be  made  un- 
der the  supplementary  medical  insurance  program 
relate  only  to  diagnostic  tests  performed  in  a  lab- 
oratory which  is  independent  of  a  physician's  office 
or  a  hospital  which  meets  the  conditions  of  partici- 
pation in  the  program.  Diagnostic  laboratory  tests, 
for  purposes  of  section  1861  (s)  (10)  and  (11)  of 
the  Act  and  for  purposes  of  this  Subpart  M,  do  not 
include  diagnostic  X-ray  tests.  (See  Subpart  R  of 
this  Part  405  for  definition  of  diagnostic  labora- 
tory tests.) 

(b)  Definition  of  independent  laboratory.  An  in- 
dependent laboratory  performing  diagnostic  tests  is 
one  which  is  independent  both  of  the  attending  or 
consulting  physician's  office  and  of  a  hospital  which 
meets  the  conditions  of  participation  in  the  pro- 
gram. A  laboratory  which:  (1)  Is  located  in  a  hos- 
pital which  meets  the  conditions  of  participation  in 
the  program  or,  if  outside  the  hospital,  is  operated 
by  or  under  the  supervision  of  the  hospital  or  its  or- 
ganized medical  staff  and  (2)  serves  the  hospital's 
patients,  is  not  an  independent  laboratory.  Services 
furnished  by  out-of-hospital  laboratories  under  the 
direction  of  a  physician,  such  as  a  pathologist,  are 
considered  to  be  subject  to  the  conditions  where  the 
physician  holds  himself  and  the  facilities  of  his 
office  out  to  other  physicians  as  being  available 
primarily  for  the  performance  of  diagnostic  tests. 
A  laboratory  maintained  by  a  physician  for  perform- 
ing diagnostic  tests  primarily  for  his  own  patients 
would  be  exempt  from  the  conditions,  even  though 
such  laboratory  does  diagnostic  tests  on  referral 
from  other  physicians.  Diagnostic  tests  furnished  by 
out-of-hospital  physicians  whose  primary  practice 
is  directly  attending  patients  and/or  consultation, 


even  though  conducted  partly  through  diagnostic 
procedures,  are  considered  physicians'  services 
rather  than  clinical  laboratory  services.  As  such,  the 
office  in  which  these  services  are  provided  is  exempt 
from  the  conditions.  Consultation  is  a  deliberation 
of  two  or  more  physicians  with  respect  to  the  di- 
agnosis or  treatment  in  any  particular  case.  Con- 
sultation, as  distinguished  from  providing  clinical 
laboratory  services,  includes  history  taking,  exami- 
nation of  the  patient  and,  in  each  case,  transmitting 
to  the  attending  physician  an  opinion  concerning 
diagnosis  and/or  treatment.  Section  1861 (s)  of  the 
Act,  which  includes  the  provision  for  the  coverage 
in  the  medical  insurance  program  of  diagnostic 
tests  performed  in  an  independent  laboratory,  pro- 
vides that,  as  a  condition  for  coverage  of  such  tests, 
an  independent  laboratory,  in  any  State  in  which 
State  or  local  law  provides  for  licensing  laborato- 
ries, be  licensed  pursuant  to  such  law  or  be  ap- 
proved by  the  agency  of  the  State  or  locality  re- 
sponsible for  such  licensure  as  meeting  the  stand- 
ards established  for  licensing.  As  a  further  condi- 
tion, the  statute  requires  that  the  independent  la- 
boratory meet  such  standards  as  the  Secretary  finds 
necessary  to  assure  the  health  and  safety  of  individ- 
uals with  respect  to  whom  these  tests  are  performed. 

( c )  State  agency  certification.  The  law  makes 
provision  for  the  designation  of  State  health  agen- 
cies, or  other  State  agencies,  to  assist  the  Secretary 
in  determining  whether  there  is  compliance  with 
the  conditions  for  coverage  of  services  of  independ- 
ent laboratories.  The  designated  State  agencies  will 
certify  to  the  Secretary  those  laboratories  which 
they  find  meet  the  conditions.  Services  provided  in 
a  laboratory  that  is  determined  by  the  Secretary  to 
be  in  substantial  compliance  with  the  conditions  re- 
lating to  health  and  safety  and  which  meet  the  stat- 
utory licensure  requirement  would  be  reimbursable 
under  the  medical  insurance  program. 

(d)  Certifications  and  determinations.  Certifi- 
cations and  determinations  as  to  whether  an  inde- 
pendent laboratory  is  in  substantial  compliance  with 
the  conditions  will  be  made  upon  the  filing  of  an 
application  by  the  laboratory  on  a  form  prescribed 
by  the  Secretary. 

405.1302  Conditions  for  Coverage  of  Serv- 
ices; General. — The  services  of  an  independent 
laboratory  will  be  reimbursable  under  the  program 
only  if  the  laboratory  meets  the  statutory  require- 
ment of  section  1861  (s)  (10)  of  the  Act  and  there 
has  been  a  determination  by  the  Secretary  of  sub- 
stantial compliance  on  the  part  of  the  laboratory 
with  all  the  other  conditions.  These  additional  con- 
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ditions  (established  in  the  interest  of  health  and 
safety)  are  requirements  which  are  essential  to  the 
maintenance  of  quality  of  care  and  the  adequacy 
of  the  services  and  facilities  which  the  laboratory 
provides.  Variation  in  the  type  and  size  of  labora- 
tories and  the  nature  and  scope  of  services  offered 
will  be  reflected  in  differences  in  the  details  of  or- 
ganization, staffing,  and  facilities.  However,  the  test 
will  be  whether  there  is  substantial  compliance  with 
each  of  the  conditions. 

405.1303  Standards;  General. — As  a  basis 
for  a  determination  as  to  whether  or  not  there  is 
substantial  compliance  with  the  prescribed  condi- 
tions in  the  case  of  any  particular  independent 
laboratory,  a  series  of  standards,  almost  all  inter- 
preted by  explanatory  factors,  is  listed  under  each 
condition.  Reference  to  these  standards  will  enable 
the  State  agency  surveying  a  facility  to  document 
the  activities  of  the  laboratory,  to  establish  the 
nature  and  extent  of  its  deficiencies,  if  any,  and  to 
assess  the  facility's  need  for  improvement  in  rela- 
tion to  the  prescribed  conditions.  In  substance,  the 
application  of  the  standards,  together  with  the 
explanatory  factors,  will  indicate  the  extent  and 
degree  to  which  an  independent  laboratory  is  com- 
plying with  each  condition. 

405.1304  State  Agencies. —  (a)  Under  the 
provisions  of  title  VIII  of  the  Social  Security  Act, 
State  agencies,  operating  under  agreements  with  the 
Secretary,  will  be  used  by  the  Secretary  in  deter- 
mining whether  independent  laboratories  meet  the 
conditions.  Pursuant  to  this  agreement,  State  agen- 
cies will  certify  to  the  Secretary  findings  as  to 
whether  independent  laboratories  are  in  substantial 
compliance  with  the  conditions.  Such  certifications 
will  include  findings  as  to  whether  each  of  the  con- 
ditions is  substantially  met.  The  Secretary,  on  the 
basis  of  such  certification  from  the  State  agency,  will 
determine  whether  or  not  the  level  of  facilities  and 
services  of  the  laboratory  represent  the  required 
achievement  of  substantial  compliance  with  the  con- 
ditions and  will  transmit  to  the  laboratory  a  written 
notice  of  the  determination. 

( b )  Any  payment  for  diagnostic  tests  of  the  type 
described  in  section  1861  (s)  (3)  of  the  Act  per- 
formed in  a  laboratory  which  is  independent  of  a 
physician's  office  or  a  hospital,  if  made  prior  to  a 
determination  that  the  laboratory  is  in  compliance 
with  the  conditions  set  forth  in  this  subpart,  is  not 
to  be  considered  as  establishing  the  compliance  of 
such  laboratory  with  such  conditions. 


405.1305  Principles  for  the  Evaluation  of 
Independent  Laboratories  To  Determine 
Whether  They  Are  in  Substantial  Compliance 
With  the  Conditions. — Independent  laboratories 
will  be  considered  in  substantial  compliance  with 
the  conditions  upon  acceptance  by  the  Secretary  of 
findings,  adequately  documented  and  certified  to  by 
the  State  agency,  showing  that: 

(a)  The  laboratory  meets  the  specific  statutory 
requirement  of  section  1861  (s)  (10)  of  the  Act  and 
is  found  to  be  operating  in  accordance  with  all  the 
conditions  with  no  significant  deficiencies,  or 

(6)  The  laboratory  meets  the  specific  statutory 
requirement  of  section  1861  (s)  (10)  of  the  Act  but 
is  found  to  have  deficiencies  with  respect  to  one  or 
more  conditions,  but 

( 1 )  It  is  making  reasonable  plans  and  efforts  to 
correct  the  deficiencies,  and 

(2)  Notwithstanding  the  deficiencies  it  is  ren- 
dering adequate  service  without  hazard  to  the  health 
and  safety  of  individuals  being  served,  taking  into 
account  special  procedures  or  precautionary  meas- 
ures which  have  been  or  are  being  instituted. 

405.1306  Time  Limitations  on  Certification 
of  Substantial  Compliance. —  (a)  All  initial  cer- 
tifications by  the  State  agency  to  the  effect  that  an 
independent  laboratory  is  in  substantial  compliance 
with  the  conditions  will  be  for  a  period  of  1  year, 
beginning  with  July  1,  1966,  or,  if  later,  with  the 
date  on  which  the  laboratory  is  first  found  to  be  in 
substantial  compliance  with  the  conditions.  The 
Secretary's  determination  will  remain  in  effect  until 
such  time  as  notice  of  revision  or  termination  is 
given.  State  agencies  may  visit  or  resurvey  labora- 
tories where  necessary  to  ascertain  continued  com- 
pliance or  to  accommodate  to  periodic  or  cyclical 
survey  programs.  A  State  may,  at  any  time,  find  and 
certify  to  the  Secretary  that  a  laboratory  is  no 
longer  in  compliance. 

( b )  If  a  laboratory  is  certified  by  the  State  agen- 
cy and  determined  by  the  Secretary  to  be  in  sub- 
stantial compliance  under  the  provisions  of  § 
405.1305(6),  the  following  information  will  be  in- 
corporated into  the  finding  and  into  the  notice  to 
the  laboratory  of  the  determination  of  coverage  of 
its  services  under  the  medical  insurance  program: 

(1)  A  statement  of  the  deficiencies  which  were 
found,  and 

(2)  A  description  of  progress  which  has  been 
made  and  further  action  which  is  being  taken  to 
remove  the  deficiencies,  and 

(3)  A  scheduled  time  for  a  resurvey  of  the  labo- 
ratory to  be  conducted  not  later  than  the  ninth 
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month  (or  earlier,  depending  on  the  nature  of  the 
deficiencies)  of  the  period  of  certification. 

405.1307  Certification  of  Noncompliance. — 

The  State  agency  will  certify  that  a  laboratory  is  not 
in  compliance  with  the  conditions  or,  where  a  deter- 
mination of  compliance  has  been  made,  that  a  labo- 
ratory is  no  longer  in  compliance  where : 

(a)  The  laboratory  is  not  in  compliance  with  the 
statutory  requirement  of  section  1861  (s)  (10)  of 
the  Act;  or 

(6)  The  laboratory  has  deficiencies  of  such  char- 
acter as  to  seriously  limit  the  capacity  of  the  labora- 
tory to  render  adequate  service  or  to  place  health 
and  safety  of  individuals  in  jeopardy,  and  the  State 
agency  concludes  after  discussion  with  the  labora- 
tory that  there  is  no  early  prospect  of  such  signifi- 
cant improvement  as  to  establish  substantial  com- 
pliance, or 

(c)  After  a  previous  period  or  part  thereof  for 
which  the  laboratory  was  certified  with  a  finding  of 
significant  deficiencies,  there  is  a  lack  of  progress 
toward  a  removal  of  deficiencies  which  the  State 
agency  finds  are  adverse  to  the  health  and  safety  of 
individuals  being  served. 

405.1308  Criteria  for  Determining  Substan- 
tial Compliance. — Findings  made  by  a  State 
agency  as  to  whether  an  independent  laboratory  is 
in  substantial  compliance  with  the  conditions  re- 
quire a  thorough  evaluation  of  the  laboratory.  The 
State  evaluation  will  take  into  consideration: 

(a)  The  degree  to  which  each  standard,  as  well 
as  the  total  set  of  standards  relating  to  a  condition, 
is  met; 

(b)  When  there  is  a  deficiency,  whether  the 
deficiency  creates  a  serious  hazard  to  health  and 
safety;  and 

(c)  Whether  the  laboratory  is  making  reasonable 
plans  and  efforts  to  correct  the  deficiency  within  a 
reasonable  period. 

405.1309  Documentation  of  Findings.— The 

findings  of  the  State  agency  with  respect  to  each  of 
the  conditions  should  be  adequately  documented. 
Where  the  State  agency  certifies  to  the  Secretary 
that  a  laboratory  is  not  in  compliance  with  the  condi- 
tions, such  documentation  should  include  a  report 
of  any  discussions  concerning  the  deficiencies,  a 
report  of  the  laboratory's  responses  with  respect  to 
such  discussions,  and  the  State  agency's  assessment 
of  the  prospects  for  such  improvements  as  to  enable 


the  laboratory  to  achieve  substantial  compliance 
with  the  conditions. 

405.1310  Condition  —  Compliance  With 
State  and  Local  Laws. — The  laboratory  is  in  con- 
formity with  all  applicable  State  and  local  laws. 

(a)  Standard;  Licensure. — The  laboratory,  in 
any  State  in  which  State  or  applicable  local  law  pro- 
vides for  the  licensing  of  laboratories  (1)  is  licensed 
pursuant  to  such  law,  or  (2)  is  approved,  by  the 
agency  of  the  State  or  locality  responsible  for  licens- 
ing laboratories,  as  meeting  the  standards  estab- 
lished for  such  licensing. 

(b)  Standard;  Licensed  Staff. — -The  director  and 
the  staff  of  the  laboratory  are  licensed  or  registered 
in  accordance  with  applicable  laws. 

(c)  Standard;  Fire  and  Safety. — The  laboratory 
is  in  conformity  with  laws  relating  to  fire  and  safety, 
and  to  other  relevant  matters. 

405.1311  Clinical  Laboratory;  Defined. — A 

clinical  laboratory  is  a  laboratory  where  microbio- 
logical, serological,  chemical,  hematological,  bio- 
physical, cytological,  immunohematological  or  path- 
ological examinations  are  performed  on  materials 
derived  from  the  human  body,  to  provide  informa- 
tion for  the  diagnosis,  prevention  or  treatment  of  a 
disease  or  assessment  of  a  medical  condition. 

405.1312  Condition — Clinical  Laboratory; 
Laboratory  Director. — The  clinical  laboratory  is 
under  the  direction  of  a  qualified  person. 

(a)  Standard;  Administration. — The  laboratory 
has  a  director  who  administers  the  technical  and 
scientific  operation  of  the  laboratory  including  the 
reporting  of  findings  of  laboratory  tests.  The  factors 
explaining  the  standard  are  as  follows: 

(1)  The  director  serves  the  laboratory  full-time, 
or  on  a  regular  part-time  basis.  If  he  serves  on  a 
regular  part-time  basis,  (i)  he  does  not  individually 
serve  as  director  of  more  than  three  laboratories 
(hospital  or  independent)  or,  (ii)  he  provides  an 
associate,  qualified  under  the  standard  in  paragraph 
(6)  of  this  section  to  serve  as  assistant  director  in 
each  laboratory.  Such  assistant  director  does  not 
serve  more  than  three  laboratories. 

(2)  Commensurate  with  the  laboratory  work- 
load, the  director  spends  an  adequate  amount  of 
time  in  the  laboratory  to  direct  and  supervise  the 
technical  performance  of  the  staff  and  is  readily 
available  for  personal  or  telephone  consultation. 

(3)  The  director  is  responsible  for  the  proper 
performance  of  all  tests  made  in  the  laboratory. 
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(4)  The  director  is  responsible  for  the  employ- 
ment of  qualified  laboratory  personnel  and  their 
inservice  training. 

(5)  If  the  director  is  to  be  continuously  absent 
for  more  than  1  month,  arrangements  are  made  for 
a  qualified  substitute  director. 

(  b  )  Standard.  Laboratory  director — qualifica- 
tion. The  laboratory  director  meets  the  require- 
ments of  subparagraphs  (1),  (2),  (3),  or  (4),  or 
(4)  and  (5)  of  this  paragraph: 

( 1 )  He  is  a  physician  certified  in  anatomical 
and/or  clinical  pathology  by  the  American  Board 
of  Pathology  or  the  American  Osteopathic  Board 
of  Pathology  or  possesses  qualifications  which  are 
equivalent  to  those  required  for  such  certification 
(board  eligible). 

(2)  He  is  a  physician  who  (i)  is  certified  by  the 
American  Board  of  Pathology  or  the  American 
Osteopathic  Board  of  Pathology  in  at  least  one  of 
the  laboratory  specialties,  or  (ii)  is  certified  by  the 
American  Board  of  Microbiology,  the  American 
Board  of  Clinical  Chemistry,  or  other  national  ac- 
crediting board  acceptable  to  the  Secretary  in  one 
of  the  laboratory  specialties,  or  (iii)  subsequent 
to  graduation  has  had  4  or  more  years  of  general 
laboratory  training  and  experience  of  which  at 
least  two  were  spent  acquiring  proficiency  in  one  of 
the  laboratory  specialties  in  a  clinical  laboratory — 
with  a  director  at  the  doctoral  level — of  a  hospital, 
a  health  department,  university,  or  medical  research 
institution,  or  in  a  State  which  regulates  clinical 
laboratory  personnel,  in  a  clinical  laboratory  ac- 
ceptable to  that  State. 

(3)  He  holds  an  earned  doctoral  degree  from  an 
accredited  institution  with  a  chemical,  physical,  or 
biological  science  as  his  major  subject  ("accred- 
ited," as  used  herein,  refers  to  accreditation  by  a 
nationally  recognized  accrediting  agency  or  asso- 
ciation, as  determined  by  the  U.S.  Commissioner  of 
Education)  and  (i)  is  certified  by  the  American 
Board  of  Microbiology,  the  American  Board  of 
Clinical  Chemistry,  or  other  national  accrediting 
board  acceptable  to  the  Secretary  in  one  of  the 
laboratory  specialties,  or  (ii)  subsequent  to  gradu- 
ation, has  had  4  or  more  years  of  general  clinical 
laboratory  training  and  experience,  of  which  at 
least  2  years  were  spent  acquiring  proficiency  in 
one  of  the  laboratory  specialties  in  a  clinical  lab- 
oratory— with  a  director  at  the  doctoral  level — of 
a  hospital,  a  health  department,  university,  or  medi- 
cal research  institution,  or  in  a  State  which  regu- 
lates clinical  laboratory  personnel,  in  a  clinical  lab- 
oratory acceptable  to  that  State. 


(4)  For  a  period  ending  June  30,  1971,  an  ex- 
ception to  the  requirements  in  subparagraph  (1), 
(2),  or  (3)  of  this  paragraph  may  be  made  if  the 
conditions  described  in  (i)  and  (ii)  below  are  met: 

(i)  the  director  was  responsible  for  the  direc- 
tion of  a  clinical  laboratory  for  12  months  within  the 
5  years  preceding  July  1,  1966,  and,  in  addition, 
meets  one  of  the  following  requirements: 

(a)  The  director  holds  a  master's  degree  from 
an  accredited  institution  with  a  chemical,  physical, 
or  biological  science  as  his  major  subject  and  sub- 
sequent to  graduation  has  had  at  least  4  years  of 
pertinent  clinical  laboratory  experience. 

( b )  The  director  holds  a  bachelor's  degree  from 
an  accredited  institution  with  a  chemical,  physical, 
or  biological  science  as  his  major  subject  and  sub- 
sequent to  graduation  has  had  at  least  6  years  of 
pertinent  clinical  laboratory  experience. 

( c )  The  director  has  achieved  a  satisfactory 
grade  through  an  examination  conducted  by  or 
under  the  sponsorship  of  the  U.S.  Public  Health 
Service.  Such  examination  shall  be  offered  annually 
or  more  often  if  in  the  Secretary's  opinion  the  need 
arises,  except  that  such  examination  shall  no  longer 
be  conducted  subsequent  to  July  1,  1970  (see  §  405. 
1314  (b)).  For  a  period  ending  July  31,  1967,  the 
State  agency  will  give  interim  certification  of  com- 
pliance with  respect  to  a  clinical  laboratory  if  such 
laboratory  otherwise  meets  the  requirements  and  if 
the  director  has  indicated  his  intention,  in  writing, 
to  take  the  examination.  All  such  interim  certifica- 
tions and  the  determinations  based  on  them  shall 
terminate  no  later  than  July  31,  1967;  and 

(ii)  the  State  agency  has  evidence  of  successful 
participation  of  the  laboratory  which  he  directs  in 
State-operated  or  State-approved  proficiency  testing 
programs  meeting  standards  prescribed  by  the 
Secretary  and  covering  all  the  specialties  or  sub- 
specialties in  which  the  laboratory  performs  tests 
for  individuals  enrolled  under  the  supplementary 
medical  insurance  plan  (see  Subpart  B  of  this  Part 
405) ;  except  that  for  a  period  ending  July  31,  1968, 
in  a  State  where  proficiency  testing  programs  cover- 
ing some  or  all  specialties  are  not  yet  available, 
the  State  agency  will  give  interim  certification  of 
compliance  with  respect  to  a  clinical  laboratory 
which  otherwise  meets  the  requirements,  if  the  lab- 
oratory successfully  participates  in  the  proficiency 
testing  programs  (if  any)  which  the  State  has  in 
operation  or  has  approved  in  specialties  (including 
the  subspecialty  of  serology)  in  which  the  labora- 
tory performs  tests,  all  such  interim  certifications 
terminating  no  later  than  July  31,  1968.  With  re- 
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spect  to  any  period  after  July  31,  1968,  where  the 
Secretary  determines  that  a  State  does  not  have,  or 
that  it  appears  that  a  State  will  not  have,  acceptable 
proficiency  testing  programs  available,  the  Secre- 
tary will  approve  a  testing  program  or  programs 
for  purposes  of  this  paragraph,  and  the  laboratory 
in  such  State  successfully  participates  in  the  profi- 
ciency testing  program  (s)  approved  by  the  Secre- 
tary in  specialties  (including  the  subspecialty  of 
serology)  in  which  the  laboratory  performs  tests. 

(5)  The  director  who  qualified  under  subpara- 
graph (4)  of  this  paragraph  may  continue  to  quali- 
fy under  the  program  after  June  30,  1971,  if:  (i) 
The  laboratory  which  he  directs  is  otherwise  quali- 
fied; (ii)  the  laboratory  which  he  directs  success- 
fully participates  in  a  performance  evaluation  pro- 
gram conducted  by  the  State,  meeting  standards 
prescribed  by  the  Secretary;  and  (iii)  as  part  of 
the  participation  in  the  performance  evaluation  pro- 
gram, the  laboratory  which  he  directs  successfully 
participates  for  at  least  2  consecutive  years  in  the 
3-year  period  between  July  1,  1968,  and  July  1, 
1971,  and  annually  thereafter,  in  a  State-operated 
or  State-approved  proficiency  testing  program  meet- 
ing standards  prescribed  by  the  Secretary,  or  a 
program  approved  by  the  Secretary  as  prescribed  in 
subparagraph  (4)  of  this  paragraph  in  all  the 
specialties  or  subspecialties  in  which  the  labora- 
tory performs  tests  for  individuals  enrolled 
under  the  supplementary  medical  insurance  plan 
(see  Subpart  B  of  this  Part  405),  except  that  if 
the  director  first  qualifies  under  subparagraph  (4) 
of  this  paragraph  after  July  1,  1968,  but  before 
July  1,  1971,  the  3-year  period  for  purpose  of  this 
subparagraph  (5)  shall  begin  on  the  date  he  first 
qualified  and,  if  otherwise  acceptable,  the  labora- 
tory he  directs  shall  be  deemed  qualified  subject  to 
satisfactory  participation  in  the  performance  evalu- 
ation program  in  subdivision  (ii)  and  this  sub- 
division (iii)  of  this  subparagraph  within  the  3- 
year  period  beginning  with  the  date  the  director  so 
qualified. 

405.1313  Condition — Clinical  Laboratory; 
Supervision. — The  clinical  laboratory  is  super- 
vised by  qualified  personnel. 

(a)  Standard.  Supervision.  The  laboratory  has 
one  or  more  supervisors  who,  under  the  general  di- 
rection of  the  laboratory  director,  supervise  techni- 
cal personnel  and  reporting  of  findings,  perform 
tests  requiring  special  scientific  skills,  and,  in  the 
absence  of  the  director,  are  held  responsible  for  the 
proper  performance  of  all  laboratory  procedures.  A 
laboratory  director  is  considered  to  be  qualified  as 


a  general  supervisor;  therefore,  depending  upon  the 
size  and  functions  of  the  laboratory,  the  laboratory 
director  may  also  serve  as  the  laboratory  super- 
visor. The  factors  explaining  the  standard  are  as 
follows: 

(1)  There  are  two  categories  of  required  super- 
visors. A  general  supervisor — one  who  meets  the 
requirements  of  paragraph  (b)  of  this  section — is 
on  the  laboratory  premises  during  all  hours  in 
which  tests  are  being  performed.  A  technical  super- 
visor— one  who  meets  the  pertinent  requirements 
of  §  405.1314(b) — spends  an  adequate  amount  of 
time  in  the  laboratory  to  supervise  the  technical  per- 
formance of  the  staff  in  his  specialty  and  is  readily 
available  for  personal  or  telephone  consultation. 

(2)  A  general  supervisor  may  also  be  a  technical 
supervisor. 

(b)  Standard.  Supervisor — qualification.  The 
laboratory  supervisor  meets  the  requirements  of  sub- 
paragraphs (1),  (2),  (3),  (4),  or  (5),  or  (5)  and 
(6)  of  this  paragraph: 

(1)  He  (i)  is  a  physician  or  has  earned  a  doc- 
toral degree  from  an  accredited  institution  with  a 
chemical,  physical,  or  biological  science  as  his 
major  subject,  and  (ii)  subsequent  to  graduation 
has  had  at  least  2  years'  experience  in  one  of  the 
laboratory  specialties  in  a  clinical  laboratory — with 
a  director  at  the  doctoral  level — of  a  hospital,  a 
health  department,  university,  or  medical  research 
institution,  or  in  a  State  which  regulates  clinical 
laboratory  personnel,  in  a  clinical  laboratory  accep- 
table to  that  State. 

(21  He  holds  a  degree  of  master  of  arts  or  master 
of  science  from  an  accredited  institution  with  a 
major  in  one  of  the  chemical,  physical,  or  biologi- 
cal sciences  and  subsequent  to  graduation,  has 
had  at  least  4  years  of  pertinent  laboratory  experi- 
ence of  which  not  less  than  2  years  has  been  spent 
working  in  the  designated  laboratory  specialty  in 
a  clinical  laboratory — with  a  director  at  the  doc- 
toral level — of  a  hospital,  a  health  department,  uni- 
versity, or  medical  research  institution,  or  in  a 
State  which  regulates  clinical  laboratory  personnel, 
in  a  clinical  laboratory  acceptable  to  that  State. 

(3)  He  holds  a  degree  of  bachelor  of  arts  or 
bachelor  of  science  from  an  accredited  institution 
with  a  major  in  one  of  the  chemical,  physical,  or 
biological  sciences,  and,  subsequent  to  graduation 
(i)  has  had  at  least  6  years  of  pertinent  laboratory 
experience  of  which  not  less  than  2  years  has  been 
spent  working  in  the  designated  laboratory  special- 
ity in  a  clinical  laboratory — with  a  director  at  the 
doctoral  level — of  a  hospital,  a  health  department, 
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university,  or  medical  research  institution,  or  in  a 
State  which  regulates  clinical  laboratory  personnel, 
in  a  clinical  laboratory  acceptable  to  that  State;  and 
(ii)  has  successfully  completed  pertinent  courses 
which,  when  combined  with  the  foregoing  experi- 
ence, will  provide  technical  and  professional  knowl- 
edge comparable  to  that  of  subparagraph  (2)  of 
this  paragraph. 

(4)  He  is  qualified  as  a  clinical  laboratory  tech- 
nologist pursuant  to  the  provisions  of  §  405.1315 
( b ) ,  ( 1 ) ,  ( 2  ) ,  ( 3 ) ,  or  ( 4 ) ,  and  ( i )  has  had  at  least 
6  years  of  pertinent  laboratory  experience  of  which 
not  less  than  2  years  has  been  spent  working  in  the 
designated  laboratory  specialty  in  a  clinical  labora- 
tory—  with  a  director  at  the  doctoral  level — of  a 
hospital,  university,  health  department,  or  medical 
research  institution,  or  in  a  State  which  regulates 
clinical  laboratory  personnel,  in  a  clinical  labora- 
tory acceptable  to  that  State;  and  (ii)  has  success- 
fully completed  pertinent  courses  which,  when  com- 
bined with  the  foregoing  experience,  will  provide  a 
technical  and  professional  knowledge  comparable 
to  that  of  subparagraph  (2)  of  this  paragraph. 

(5)  For  a  period  ending  June  30,  1971,  an  ex- 
ception to  the  requirements  in  subparagraph  (1), 
(2),  (3),  or  (4)  of  this  paragraph  may  be  made  if 
(i)  the  supervisor  was  performing  the  duties  of  a 
clinical  laboratory  supervisor  on,  or  within  the  5 
years  preceding  July  1,  1966,  and  (ii)  the  super- 
visor has  had  a  least  15  years  of  pertinent  clinical 
laboratory  experience  prior  to  July  1,  1966:  Pro- 
vided, That  a  minimum  of  30  semester  hours  of 
credit  toward  a  bachelor's  degree  with  a  chemical, 
physical,  or  a  biological  science  as  his  major  sub- 
ject or  30  semester  hours  in  an  approved  school  of 
medical  technology  shall  reduce  the  required  years 
of  experience  by  2  years,  with  any  additional  hours 
further  reducing  the  required  years  of  experience 
at  the  rate  of  15  hours  for  1  year. 

(6)  The  supervisor  who  meets  the  requirements 
under  subparagraph  (5)  of  this  paragraph  may 
continue  to  qualify  under  the  program  after  June 
30,  1971,  if  he  has  performed  the  duties  of  a  su- 
pervisor for  at  least  2  years  between  July  1,  1966, 
and  July  1,  1971,  or  during  the  15-year  qualifying 
period  in  subparagraph  (5)  of  this  paragraph:  (i) 
In  a  clinical  laboratory — with  a  director  at  the 
doctoral  level — of  a  hospital,  university,  health  de- 
partment, or  medical  research  institution;  or  (ii) 
in  a  State  which  regulates  clinical  laboratory  per- 
sonnel, in  a  clinical  laboratory  acceptable  to  that 
State;  or  (iii)  in  a  laboratory  approved  under  the 
supplementary  medical  insurance  program,  Pro- 
vided also,  That  where  qualifying  years  in  a  lab- 


oratory described  in  (i)  or  (ii)  of  this  paragraph 
are  obtained  after  June  30,  1966,  the  laboratory 
meets  applicable  conditions  under  the  health  insur- 
ance program. 

405.1314  Condition — Clinical  Laboratory; 
Tests  Performed. — Subject  to  the  provision  that 
the  requirements  of  this  section  shall  be  applicable 
only  with  respect  to  those  tests  and  procedures  per- 
formed for  individuals  enrolled  under  the  supple- 
mentary medical  insurance  plan  (see  Subpart  B 
of  this  Part  405),  the  clinical  laboratory  performs 
only  those  laboratory  tests  and  procedures  that  are 
within  the  specialties  in  which  the  laboratory  di- 
rector or  supervisors  are  qualified. 

(a)  Standard;  Proficiency  Testing. — To  the  ex- 
tent that  a  State  health  department,  directly  or 
through  a  local  health  department,  makes  on-going 
proficiency  testing  services  in  one  or  more  labora- 
tory specialties  available  to  all  or  to  a  class  of 
laboratories,  the  laboratory  participates  in  the  pro- 
gram in  those  specialties  in  which  the  laboratory 
performs  tests;  and  the  laboratory  does  not  per- 
form tests  in  those  specialties  in  which  the  State 
or  local  health  department  reports  an  unfavorable 
evaluation. 

( b )  Standard.  Procedures  and  tests — competency. 
The  laboratory  performs  only  those  laboratory  pro- 
cedures and  tests  that  are  within  the  specialties  or 
subspecialties  in  which  the  laboratory  director  or 
supervisors  are  qualified.  The  factors  explaining 
the  standard  are  as  follows: 

(1)  If  the  laboratory  director  or  supervisor  is  a 
physician  certified  in  both  anatomical  and  clinical 
pathology  by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of  Pathology  or 
possesses  qualifications  which  are  equivalent  to 
those  required  for  certification  (board  eligible),  the 
laboratory  may  perform  anatomical  and  clinical 
laboratory  procedures  and  tests  in  all  specialties. 

(2)  If  the  factor  in  subparagraph  (1)  of  this 
paragraph  is  not  met  and  the  laboratory  performs 
tests  in  the  specialty  of  microbiology,  including  the 
subspecialties  of  bacteriology,  serology,  virology, 
mycology  and  parasitology,  the  director  or  a  su- 
pervisor, as  defined  previously,  (i)  holds  an  earned 
doctoral  or  master's  degree  in  microbiology  from  an 
accredited  institution  or  is  a  physician  and  (ii) 
subsequent  to  graduation  has  had  at  least  4  years' 
experience  in  clinical  microbiology. 

(3)  If  the  factor  in  subparagraph  (1)  of  this 
paragraph  is  not  met  and  the  laboratory  performs 
tests  in  the  specialty  of  hematology,  including  gross 
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and  microscopic  examination  of  the  blood,  the  di- 
rector or  a  supervisor  as  defined  previously,  holds 
a  master's  or  bachelor's  degree  in  biology,  im- 
munology, or  microbiology  from  an  accredited  in- 
stitution and  subsequent  to  graduation  has  had  at 
least  4  years'  experience  in  hematology. 

(4)  If  the  factor  in  subparagraph  (1)  of  this 
paragraph  is  not  met  and  (i)  the  laboratory  per- 
forms tests  in  the  specialty  of  immunohematology, 
the  director  or  a  supervisor,  as  defined  previously, 
is  a  physician  with  at  least  2  years'  experience  in 
clinical  hematology  subsequent  to  graduation,  or 
(ii)  within  the  specialty  of  immunohematology,  the 
laboratory  performs  tests  in  the  subspecialties  of 
blood  grouping  and  Rh  typing  only,  the  director 
or  a  supervisor,  as  defined  previously,  holds  a 
master's  or  bachelor's  degree  in  biology,  immu- 
nology, or  microbiology  from  an  accredited  insti- 
tution and  subsequent  to  graduation  has  had  at 
least  4  years'  experience  in  immunohematology. 

(5)  If  the  factor  in  subparagraph  (1)  of  this 
paragraph  is  not  met  and  the  laboratory  performs 
tests  in  the  specialty  of  clinical  chemistry,  the  direc- 
tor or  a  supervisor,  as  defined  previously,  (i)  holds 
an  earned  doctoral  or  master's  degree  in  chemistry 
or  biochemistry  from  an  accredited  institution  or 
is  a  physician,  and  (ii)  subsequent  to  graduation 
has  had  at  least  4  years'  experience  in  clinical 
chemistry. 

(6)  If  the  factor  in  subparagraph  (1)  of  this 
paragraph  is  not  met  and  the  laboratory  performs 
tests  in  the  specialty  of  tissue  pathology,  the  di- 
rector or  a  supervisor,  as  defined  previously,  is  a 
physician  who  is  certified  in  anatomical  pathology 
by  the  American  Board  of  Pathology  or  the  Ameri- 
can Osteopathic  Board  of  Pathology  or  possesses 
qualifications  which  are  equivalent  to  those  required 
for  certification  (board  eligible). 

(7)  If  the  factor  in  subparagraph  (1)  of  this 
paragraph  is  not  met  and  the  laboratory  performs 
tests  in  the  specialty  of  exfoliative  cytology,  the  di- 
rector or  a  supervisor,  as  defined  previously,  (i)  is 
a  physician  who  is  certified  by  the  American  Board 
of  Pathology,  or  the  American  Osteopathic  Board  of 
Pathology,  or  possesses  qualifications  which  are 
equivalent  to  those  required  for  certification  or  (ii) 
is  a  physician  who  is  certified  by  the  American 
Society  of  Cytology  to  practice  cytopathology,  or 
possesses  qualifications  which  are  equivalent  to 
those  required  for  certification,  and  the  laboratory 
performs  such  tests  only  on  that  anatomic  site  for 
which  he  is  certified,  or  (iii)  is  an  individual  who 
has  demonstrated  compentency  (a)  through  at  least 


7  years  of  accumulative  experience  in  a  position  of 
diagnostic  responsibility  in  the  field  of  clinical  cyto- 
logy or  through  5  years  of  full-time  training  in  di- 
agnostic clinical  cytology  with  suitable  endorse- 
ment by  a  physician  who  has  been  his  supervisor  in 
such  activity;  and  (b)  by  the  publishing  of  treatises, 
texts,  and  other  publications  on  the  subject  of  ex- 
foliative cytology  which  are  generally  acknowledged 
and  recognized  by  the  medical  profession  as  author- 
itative in  the  field ;  by  his  appointment  to  and  service 
in  pertinent  teaching  and  research  positions  in  re- 
cognized schools  of  medicine;  by  his  acceptance  in- 
to or  award  of  membership  and  office  in  profession- 
al societies  in  this  field;  and  by  his  receipt  of  other 
professional  honors  for  excellence  in  the  use  of  pro- 
cedures in  exfoliative  cytology  for  the  diagnosis  of 
a  pathological  condition;  and  the  laboratory  per- 
forms such  tests  only  on  that  anatomic  site  with 
respect  to  which  such  competency  is  so  established. 
The  Social  Security  Administration,  after  docu- 
mentation of  the  individual's  qualifications  by  the 
State  agency,  will,  with  appropriate  professional 
advice  from  the  Public  Health  Service,  make  all 
determinations  with  respect  to  the  requirements  set 
forth  in  (iii)  of  this  subparagraph.  The  individual 
who  qualifies  under  (ii)  or  (iii)  of  this  subpara- 
graph is  deemed  also  to  meet  the  requirements  of 
§  405.1312(b)  (2)  (ii)  of  this  Subpart  M. 

(8)  If  the  factor  in  subparagraph  (1)  or  (6)  of 
this  paragraph  is  not  met  and  the  laboratory  per- 
forms tests  in  oral  pathology,  the  director  or  a  su- 
pervisor is  a  dentist  who  is  certified  in  oral  pathol- 
ogy by  the  American  Board  of  Oral  Pathology  or 
possesses  qualifications  which  are  equivalent  to 
those  required  for  certification  (board  eligible). 

(9)  (i)  The  laboratory  whose  director  qualifies 
under  §  405.1312(b)  (4),  or  §  405.1312(b)  (4)  and 
(5),  may  perform  tests  in  the  laboratory  specialties 
in  which  such  director  is  qualified  by  training  and 
experience,  or  in  which  he  has  achieved  a  satis- 
factory grade  through  an  examination  conducted  by 
or  under  the  sponsorship  of  the  U.S.  Public  Health 
Service,  as  discussed  in  §  405.1312(b)  (4)  (i)  (c) : 
Provided,  That  successful  participation  in  a  State- 
operated  or  State-approved  proficiency  testing  pro- 
gram has  been  demonstrated  in  accordance  with 
§  405.1312(b)(4).  It  performs  tests  in  other  lab- 
oratory specialties  only  if  the  supervisor  meets  the 
appropriate  requirements  of  subparagraphs  (1)- 
(8)  of  this  paragraph;  (ii)  As  used  in  this  sub- 
paragraph, "training  and  experience"  refers  to  the 
education  and  experience  which  qualified  the  indivi- 
dual as  a  director;  (iii)  the  laboratory  he  directs 
may  perform  tests  in: 
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(a)  Microbiology,  if  he  has  a  bachelor's  degree 
in  a  biological  science  and  subsequent  to  graduation 
has  had  at  least  6  years  of  experience  in  micro- 
biology; or,  a  master's  degree  and  4  such  years. 

( b  )  Hematology,  if  he  meets  the  requirements  of 
subparagraph  (3)  of  this  paragraph. 

(c)  Blood  grouping  and  Rh  typing,  if  he  has  a 
master's  or  bachelor's  degree  in  biology,  immunol- 
ogy, or  microbiology  and  subsequent  to  graduation 
has  had  at  least  4  years'  experience  in  immuno- 
hematology. 

(d)  Clinical  chemistry,  if  he  has  a  bachelor's 
degree  in  chemistry,  clinical  chemistry,  biochemis- 
try, or  pharmaceutical  chemistry  and  6  years  of 
experience  in  clinical  chemistry;  or,  a  master's  de- 
gree and  4  such  years. 

(e)  Any  of  the  above  specialties,  if  he  has  a 
bachelor's  degree  in  medical  technology  and  the  de- 
signated experience  in  the  specialty. 

(10)  The  laboratory  whose  director  qualifies 
under  §  405.1312(b)  fl),  (2),  or  (3)  may  per- 
form tests  in  the  laboratory  specialties  with  respect 
to  which  (i)  such  director  or  a  supervisor  meets  the 
pertinent  requirements  of  subparagraphs  (l)-(8) 
and  (9 1  (iii)  of  this  paragraph  or  (ii)  such  director 
has  achieved  a  satisfactory  grade  through  an  exami- 
nation conducted  by  or  under  the  sponsorship  of 
the  U.S.  Public  Health  Service.  Such  laboratories 
may  be  considered  a  class  for  purposes  of  §  405. 
1314(a). 

405.1315  Condition — Clinical  Laboratory; 
Technical  Personnel. — The  clinical  laboratory 
has  a  sufficient  number  of  properly  qualified  tech- 
nical personnel  for  the  volume  and  diversity  of  tests 
performed. 

(a)  Standard;  Technologist — Duties. — The  labo- 
ratory employs  a  sufficient  number  of  clinical  labo- 
ratory technologists  to  proficiently  perform  under 
general  supervision  the  clinical  laboratory  tests 
which  require  the  exercise  of  independent  judg- 
ment. The  factors  explaining  the  standard  are  as 
follows: 

(1)  The  clinical  laboratory  technologists  perform 
tests  which  require  the  exercise  of  independent  judg- 
ment and  responsibility,  with  minimal  supervision 
by  the  director  or  supervisors,  in  only  those  special- 
ties or  subspecialties  in  which  they  are  qualified  by 
education,  training,  and  experience. 

(2)  With  respect  to  specialties  in  which  the  clini- 
cal laboratory  technologist  is  not  qualified  by  edu- 
cation, training,  or  experience,  he  functions  only 


under  direct  supervision  and  performs  only  tests 
which  require  limited  technical  skill  and  responsi- 
bility. 

(3)  Clinical  laboratory  technologists  are  in  suffi- 
cient number  to  adequately  supervise  the  work  of 
technicians  and  trainees. 

(b)  Standard.  Technologists  —  qualifications. 
Each  clinical  laboratory  technologist  possesses  a 
current  license  as  a  clinical  laboratory  technolo- 
gist issued  by  the  State,  if  such  licensing  exists,  and 
meets  the  requirements  of  subparagraphs  (1),  (2), 
(3),  (4),  or  (5),  or  (5)  and  (6)  of  this  paragraph: 

( 1 )  Successful  completion  of  a  full  course  of 
study  which  meets  all  academic  requirements  for  a 
bachelor's  degree  in  medical  technology  from  an 
accredited  college  or  university. 

(2)  Successful  completion  of  3  academic  years 
of  study  ( a  minimum  of  90  semester  hours  or  equiv- 
alent) in  an  accredited  college  or  university  which 
met  the  specific  requirements  for  entrance  into,  and 
the  successful  completion  of  a  course  of  training  of 
at  least  12  months  in,  a  school  of  medical  technology 
approved  by  the  Council  on  Medical  Education  and 
Hospitals  of  the  American  Medical  Association. 

(3)  Successful  completion  in  an  accredited  col- 
lege or  university  of  a  course  of  study  which  meets 
all  academic  requirements  for  a  bachelor's  degree 
in  one  of  the  chemical,  physical,  or  biological 
sciences,  and.  in  addition,  at  least  1  year  of  perti- 
nent laboratory  experience  and/or  training  cover- 
ing the  specialty  (ies)  or  subspecialty  (ies)  in  which 
he  performs  tests,  provided  the  combination  has 
given  the  individual  the  equivalent  in  such  special- 
ty (ies)  or  subspecialty  (ies)  of  the  education  and 
training  described  in  subparagraph  (1)  or  (2)  of 
this  paragraph. 

(4)  Successful  completion  of  3  years  (90  semes- 
ter hours  or  equivalent)  in  an  accredited  college  or 
university  with  a  distribution  of  courses  as  shown 
below,  and,  in  addition,  successful  experience  and/ 
or  training  covering  several  fields  of  medical  lab- 
oratory work  of  such  length  (not  less  than  1  year), 
and  of  such  quality  that  this  experience  or  training, 
when  combined  with  the  education,  will  have  pro- 
vided the  individual  with  education  and  training 
in  medical  technology  equivalent  to  that  described 
in  subparagraph  (1)  or  (2)  of  this  paragraph.  Dis- 
tribution of  course  work:  (Where  semester  hours 
are  stated,  it  is  understood  that  the  equivalent  in 
quarter  hours  in  equally  acceptable.  The  specified 
courses  must  have  included  lecture  and  laboratory 
work.  Survey  courses  are  not  acceptable.) 
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(i)  For  those  whose  training  was  completed 
prior  to  September  15,  1963:  At  least  24  semester 
hours  in  chemistry  and  biology  courses  of  which 
not  less  than  9  semester  hours  must  have  been  in 
chemistry  and  must  have  included  at  least  6  semes- 
ter hours  in  inorganic  chemistry,  and  not  less  than 
12  semester  hours  must  have  been  in  biology  courses 
pertinent  to  the  medical  sciences. 

(ii)  For  those  whose  training  was  completed 
after  September  15,  1963:  16  semester  hours  in 
chemistry  courses  which  included  at  least  6  semes- 
ter hours  in  inorganic  chemistry  and  are  acceptable 
toward  a  major  in  chemistry;  16  semester  hours  in 
biology  courses  which  are  pertinent  to  the  medical 
sciences  and  are  acceptable  toward  a  major  in  the 
biological  sciences;  and  3  semester  hours  of  mathe- 
matics. 

(5)  For  a  period  ending  June  30,  1971,  an  ex- 
ception to  the  requirements  in  subparagraph  (1), 
(2),  (3),  or  (4)  of  this  paragraph  may  be  made  if 
(i)  the  technologist  was  performing  the  duties  of  a 
clinical  laboratory  technologist  on,  or  within  the 
5  years  preceding,  July  1,  1966,  and  (ii)  the  tech- 
nologist has  had  at  least  10  years  of  pertinent  clini- 
cal laboratory  experience  prior  to  July  1,  1966: 
Provided,  That  a  minimum  of  30  semester  hours  of 
credit  toward  a  bachelor's  degree  from  an  ac- 
credited institution  with  a  chemical,  physical  or  a 
biological  science  as  his  major  subject  or  30  semes- 
ter hours  in  an  approved  school  of  medical  techno- 
logy shall  reduce  the  required  years  of  experience 
by  2  years,  with  any  additional  hours  further  re- 
ducing the  required  years  of  experience  at  the  rate 
of  15  hours  for  1  year. 

(6)  The  technologist  who  meets  the  requirements 
under  subparagraph  (5)  of  this  paragraph  may  con- 
tinue to  qualify  under  the  program  after  June  30, 
1971,  if  he  has  performed  the  duties  of  a  clinical 
laboratory  technologist  for  at  least  2  years  between 
July  1,  1966,  and  July  1,  1971,  or  during  the  10- 
year  qualifying  period  in  subparagraph  (5) :  (i)  In 
a  clinical  laboratory — with  a  director  at  the  doc- 
toral level — of  a  hospital,  university,  health  depart- 
ment, or  medical  research  institution;  or  (ii)  in  a 
State  which  regulates  clinical  laboratory  personnel, 
in  a  clinical  laboratory  acceptable  to  that  State;  or 
(iii)  in  a  laboratory  approved  under  the  supple- 
mentary medical  insurance  program :  Provided  also, 
That  where  qualifying  years  in  a  laboratory  de- 
scribed in  (i)  or  (ii)  of  this  paragraph  are  ob- 
tained after  June  30,  1966,  the  laboratory  meets 
applicable  conditions  under  the  health  insurance 
program. 


(c)  Standard;  Technican  —  Duties.  —  Clinical 
laboratory  technicians  are  employed  in  sufficient 
number  to  meet  the  workload  demands  of  the  lab- 
oratory and  they  function  only  under  direct  super- 
vision of  a  clinical  laboratory  technologist.  The 
factors  explaining  the  standard  are  as  follows: 

(1)  Each  clinical  laboratory  technician  performs 
only  those  laboratory  procedures  which  require  lim- 
ited technical  skill  and  responsibility  and  a  mini- 
mal exercise  of  independent  judgment. 

(2)  No  one  with  lesser  qualifications  than  a  clin- 
ical laboratory  technician  performs  laboratory  pro- 
cedures, although  manual  and  clerical  supplemental 
services  may  be  rendered  by  others. 

(3)  No  clinical  laboratory  technician  performs 
tests  in  the  absence  of  a  clinical  laboratory  technolo- 
gist. 

id)  Standard.  Technician — qualifications.  Each 
clinical  laboratory  technician  possesses  a  current 
license  as  a  clinical  laboratory  technician  issued  by 
the  State,  if  such  licensing  exists,  and  meets  the  re- 
quirements of  subparagraphs  (1),  (2),  (3),  or  (4), 
or  (4)  and  (5)  of  this  paragraph: 

( 1 )  He  is  a  high  school  graduate  and  subsequent 
to  graduation  has  completed  at  least  1  year  in  a  tech- 
nician training  program  approved  by  the  Council  on 
Medical  Education  and  Hospitals  of  the  American 
Medical  Association  or  approved  by  the  Secretary. 

(2)  He  is  a  high  school  graduate  and  subsequent 
to  graduation  has  served  2  years  as  a  technician 
trainee  in  a  clinical  laboratory  with  a  director  at  the 
doctoral  level,  or  in  a  State  which  regulates  clinical 
laboratory  personnel,  in  a  clinical  laboratory  ac- 
ceptable to  that  State. 

(3 )  He  is  a  high  school  graduate  and  subsequent 
to  graduation  has  successfully  completed  an  official 
military  medical  laboratory  procedures  course  of 
at  least  50  weeks'  duration,  and  has  held,  at  the 
journeyman's  level,  the  military  enlisted  occupa- 
tional specialty  of  Medical  Laboratory  Specialist 
(Laboratory  Technician). 

(4)  For  a  period  ending  June  30,  1971,  an  ex- 
ception to  the  requirements  in  subparagraph  (1), 
(2),  or  (3)  of  this  paragraph  may  be  made  if  (i) 
the  technician  was  performing  the  duties  of  a 
clinical  laboratory  technician  on,  or  within  the  5 
years  preceding,  July  1,  1966,  and  (ii)  the  techni- 
cian has  had  at  least  5  years  of  pertinent  clinical 
laboratory  experience  prior  to  July  1,  1966:  Pro- 
vided, That  a  minimum  of  30  semester  hours  of 


405.1315 


credit  toward  a  bachelor's  degree  from  an  accred- 
ited institution  with  a  chemical,  physical,  or  a  bio- 
logical science  as  his  major  subject  or  30  semester 
hours  in  an  approved  school  of  medical  technology 
shall  reduce  the  required  years  of  experience  by  2 
years,  with  any  additional  hours  further  reducing 
the  required  years  of  experience  at  the  rate  of  15 
hours  for  1  year:  And  provided  also,  That  the  re- 
quired 5  years  of  experience  shall  not  be  so  reduced 
by  more  than  4  years. 

(5)  The  technician  who  meets  the  requirements 
under  subparagraph  (4)  of  this  paragraph  may  con- 
tinue to  qualify  under  the  program  after  June  30, 
1971,  if  he  has  performed  the  duties  of  a  clinical 
laboratory  technician  for  at  least  2  years  between 
July  1,  1966,  and  July  1,  1971,  or  during  the  5-year 
qualifying  periods  in  subparagraph  (4)  :  (i)  In  a 
clinical  laboratory — with  a  director  at  the  doctoral 
level — of  a  hospital,  university,  health  department, 
or  medical  research  institution;  or  (ii)  in  a  State 
which  regulates  clinical  laboratory  personnel,  in  a 
clinical  laboratory  acceptable  to  that  State;  or  (iii) 
in  a  laboratory  approved  under  the  supplementary 
medical  insurance  program:  Provided  also,  That 
where  qualifying  years  in  a  laboratory  described 
in  (i)  or  (ii)  of  this  paragraph  are  obtained  after 
June  30,  1966,  the  laboratory  meets  applicable  con- 
ditions under  the  health  insurance  program. 

(  e)  Standard;  Collection  of  Specimens.— No  per- 
son other  than  a  licensed  physician  or  one  otherwise 
authorized  by  law  manipulates  a  patient  for  the 
collection  of  specimens  except  that  qualified  tech- 
nical personnel  of  the  laboratory  may  collect  blood 
or  remove  stomach  contents  and  collect  material  for 
smears  and  culture  under  the  direction  or  upon  the 
written  request  of  a  licensed  physician. 

(/)  Standard;  Personnel  Policies. — There  are 
written  personnel  policies,  practices,  and  procedures 
that  adequately  support  sound  laboratory  practice. 
The  factors  explaining  the  standard  are  as  follows: 

(1)  Current  employee  records  are  maintained 
and  include  a  resume  of  each  employee's  training 
and  experience. 

(2)  Files  contain  evidence  of  adequate  health 
supervision  of  employees,  such  as  results  of  pre- 
employment  and  periodic  physical  examinations, 
including  chest  X-rays,  and  records  of  all  illnesses 
and  accidents  occurring  on  duty. 

(3)  Work  assignments  are  consistent  with  quali- 
fications. 

(4)  There  is  a  program  for  employee  orientation. 


405.1316  Condition — Clinical  Laboratory; 
Records,  Equipment,  and  Facilities. — The  clin- 
ical laboratory  maintains  records,  equipment,  and 
facilities  which  are  adequate  and  appropriate  for 
the  services  offered. 

(a)  Standard;  Laboratory  Management. — Space, 
facilities,  and  equipment  are  adequate  to  properly 
perform  the  services  offered  by  the  laboratory.  The 
factors  explaining  the  standard  are  as  follows: 

(1)  There  is  an  adequate  quality  control  pro- 
gram in  effect  including  the  use,  where  applicable,  of 
reference  or  control  sera  and  other  biological  sam- 
ples, concurrent  calibrating  standards,  and  control 
charts  recording  standard  readings. 

(2)  All  equipment  is  in  good  working  order, 
routinely  checked  and  precise  in  terms  of  calibra- 
tion. 

(3)  Workbench  space  is  ample,  well-lighted  and 
convenient  to  sink,  water,  gas,  suction  and  electrical 
outlets  as  necessary. 

(4)  The  laboratory  is  properly  ventilated. 

(5)  Notebooks  of  appropriate  current  laboratory 
methods  are  available. 

(6)  Adequate  fire  precautions  are  observed. 

(7)  There  is  freedom  from  unnecessary  physical, 
chemical,  and  biological  hazards. 

(b)  Standard;  Sterilization. — Syringes,  needles, 
lancets  or  other  blood  letting  devices  capable  of 
transmitting  infection  from  one  person  to  another 
are  not  reused  unless  they  are  sterilized  prior  to 
each  use  after  first  having  been  wrapped  or  covered 
in  a  manner  which  will  insure  that  they  remain 
sterile  until  the  next  use.  The  factor  explaining  the 
standard  is  as  follows: 

( 1 )  Each  sterilizing  cycle  contains  an  indicator 
device  which  assures  proper  sterilization. 

(c)  Standard;  Examination  and  Reports. — The 
laboratory  examines  specimens  only  at  the  request  of 
a  licensed  physician,  dentist,  or  other  person  au- 
thorized by  law  to  use  the  findings  of  laboratory  ex- 
aminations and  reports  only  to  those  authorized  by 
law  to  receive  such  results.  The  factors  explaining 
the  standard  are  as  follows: 

(1)  If  the  patient  is  sent  to  the  laboratory,  a 
written  request  for  the  desired  laboratory  proce- 
dures is  obtained  from  a  person  authorized  by  law 
to  use  findings  of  laboratory  examinations. 

(2)  If  only  a  specimen  is  sent,  it  is  accompanied 
by  a  written  request. 

(3)  If  the  laboratory  receives  reference  speci- 
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mens  from  another  laboratory,  it  reports  back  to 
the  laboratory  submitting  the  specimens. 

(d)  Standard;  Specimens — Records. — The  lab- 
oratory maintains  a  record  indicating  the  daily  ac- 
cession of  specimens  each  of  which  is  numbered  or 
otherwise  appropriately  identified.  The  factor  ex- 
plaining the  standard  is  as  follows: 

Records  contain  the  following  information: 

(1)  The  laboratory  number  or  other  identifica- 
tion of  the  specimen. 

(2)  The  name  and  other  identification  of  the 
person  from  whom  the  specimen  was  taken. 

(3)  The  name  of  the  licensed  physician  or  other 
authorized  person  or  clinical  laboratory  who  submit- 
ted the  specimen. 

(4)  The  date  the  specimen  was  collected  by  the 
physician  or  other  authorized  person. 

(5)  The  date  the  specimen  was  received  in  the 
laboratory. 

(6)  The  condition  of  unsatisfactory  specimens 
when  received  (e.g.,  broken,  leaked,  hemolyzed  or 
turbid,  etc.). 


(7)  The  type  of  test  performed. 

(8)  The  result  of  the  laboratory  test  or  cross- 
reference  to  results  and  the  date  of  reporting. 

(e)  Standard;  Laboratory  Report  and  Record. — 
The  laboratory  report  is  sent  promptly  to  the  li- 
censed physician  or  other  authorized  person  who 
requested  the  test  and  a  suitable  record  of  each  test 
result  is  preserved  by  the  laboratory  in  accordance 
with  the  State's  statutes  of  limitations.  The  factors 
explaining  the  standard  are  as  follows: 

(1)  The  laboratory  director  is  responsible  for  the 
laboratory  report. 

(2)  Duplicate  copies  or  a  suitable  record  of  lab- 
oratory reports  are  filed  in  the  laboratory  in  a  man- 
ner which  permits  ready  identification  and  acces- 
sibility. 

(3)  Tissue  pathology  reports  utilize  acceptable 
terminology  of  a  recognized  system  of  disease  no- 
menclature. 

(4)  The  results  of  laboratory  tests  or  procedures 
or  transcript  thereof  are  not  sent  to  the  patient  con- 
cerned except  with  the  written  consent  of  the  physi- 
cian or  other  authorized  person  who  requested 
the  test. 
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